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DETAILED ACTION 

1. Applicant's amendments, filed 11/06/2006, are acknowledged. 

Claims i3and 4 have been canceled. 
Claims 1 and 2 have been amended. 

Claims 1, 2, and 5-10 are pending. 

Claims 5-10 have been withdrawn from further consideration, under 37 C.F.R. 1.142(b), 
as being drawn to nonelected inventions. 

Claims 1 and 2 are pending. 

2. This Office Action will be in response to applicant's arguments, filed 1 1/06/2006. 

The rejections of record can be found in the previous Office Action, mailed 07/07/2006. 

The text of those Sections of Title 35 U.S.C. not included in this Action can be found in a 
prior Action. 

3. Claims 1 and 2 are rejected under 35 U.S-C- 103(a) as being unpatentable over Randall et 
al. (Vaccine. 1993. 12:1247-1252. Reference AM on IDS) in view of Harlow et al. (Antibodies. 
A Laboratory Manual. 1988. pages 139-147) for reasons of record. 

Applicant's arguments have been fully considered but have not been found persuasive. 
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Applicant argues that the instant claims have been amended to recited a monoclonal 
antibody that specifically binds to a histidine portion of a fusion polypeptide, but not to the rion- 
histidine portion of the fusion polypeptide. Randall et al. fails to disclose such a claimed 
monoclonal antibody. In contrast, Randall focuses on developing vaccines against various 
recombinant antigens. The tag sequences, a 12-amino-acid-N-termmal His tag (His) and a C- 
terminal tag (Pk), w^ere merely used as tags for purification of the recombinant proteins for 
immunization purposes. See Abstract. Nowhere could be found a teaching that a monoclonal 
antibody was developed against the His tag. Instead, Randall et al. discloses mouse sera which 
cross-reacted with not only the antigen, but also with both the N and C-terminal tags. Randall et 
al. fails to teach or suggest the claimed monoclonal antibody that specifically binds to a histidine 
portion of a fusion polypeptide, but not to the non-histidine portion of the fusion polypeptide. On 
the other hand, Harlow et al is a general laboratory manual for generation of monoclonal 
antibodies. Nowhere do Harlow et al. teach or suggest the claimed antibody specifically against 
the histidine portion of a fusion polypeptide. 

This is not persuasive for following reasons: 

It is noted that in considering the disclosure of a reference, it is proper to take into 
account not only specific teaching of the reference but also the inferences which one skilled in 
the art would be reasonably be expected to draw therefrom In re Preda , 401 F.2d 825, 159 USPQ 
342, 344 (CCPA 1968). See MPEP 2144.01. 

Contrary to applicant's assertion that Randell et al. focuse on developing vaccines against 
various recombinant antigens and the tag sequences, a 12-amino-acid-N-terminal His tag (His) 
and a C-terminal tag (Pk), were merely used as tags for purification of the recombinant proteins 
for immunization purposes, Randell et al. clearly teach anti-sera, made by inmiunizing mice 
using histidine tagged antigen, contains antibody against N-terminal histidine tag (see entire 
document, particularly Results on pages 1249-125 1). 
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Further, in response to applicant's arguments against the references individually, one 
cannot show non-obviousness by attacking references individually where the rejections are based 
on combination of references. See MPEP 2145. 

Furthermore, specific statements in the references themselves which would spell out the 
claimed invention are not necessary to show obviousness, since questions of obviousness 
involves not only what references expressly teach, but what they would collectively suggest to 
one of ordinary skill in the art. See CTS Corp. v. Electro Materials Corp. of America 202 USPQ 
22 (DC SNY ); and In re Burckel 201 USPQ 67 (CCPA). In re Burckel is cited in MPEP 716.02. 

Here, given the teachings of Randall et al. regarding the anti-sera contains antibody 
against N-termmal histidine tag for purification of protein comprising histidine tag, and the 
teachings of Harlow et al. regarding methods of making and using monoclonal antibodies, the 
ordinary would have had a reasonable expectation of success of producing monoclonal 
antibodies against histidine fusion proteins. 

From the teachings of the references, it was apparent that one of ordinary skill in* the art 
would have had a reasonable expectation of success in producing the claimed invention. 
Therefore, the invention as a whole was prima facie obvious to one of ordinary skill in the art at 
the time the invention was made, as evidenced by the references, especially in the absence of 
evidence to the contrary. 

The rejections of record are maintained for the reasons of record, as they apply to the 
amended claims. The rejections of record are incorporated by reference herein as if reiterated in 
full. 

4. Upon further consideration as well as applicant's amendments to the claims and the filing 
of a terminal disclaimer signed by the assignee and fully complied with 37 CFR 3.73(b), the 
previous objection and rejections under 35 U.S.C. 102(b), the nonstatutory obviousness-type 
double patenting, and statutory type double patenting have been withdrawn. 
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5. Conclusion: no claim is allowed. 

6. Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, TfflS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.1 36(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 

7. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Chun Crowder whose telephone number is (571) 272-8142. The 
examiner can normally be reached Monday through Friday from 8:30 am to 5:00 pm. A message 
may be left on the examiner's voice mail service. If attempts to reach the examiner by telephone 
are unsuccessful, the examiner's supervisor, Christina Chan can be reached on (571) 272-0841. 
The fax number for the organization where this application or proceeding is assigned is 571-273- 
8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private 
PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 

Chun Crowder, Ph.D. 



January 5, 2007 



Patent Examiner 




